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GLUGOVANCE ®, tilm-coated tablets 600 Mg 2.5 mg N30 {1522 ins plisters |
FHIOKOBAHT @, TaBNATKA, NOKPHITLIE ANeHOUHON oBOnoHKoN, o 500 MF 12.5mr
Ne30 (16X2) & onmcrepax _
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SE-L 20016 VP Batch size {in boxes): / 33 520
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- Results /
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.MEM - i
Pale orange capsule shaped, biconvex, film-coated
de |

tablet with 2.5 engraved on one side
Hpononroaa'mﬁ hopMbi ,mzonkoabmyxnbze TabneTv
CRETHO-OPaHKEBoro URETa, NOKPLITHIC FINGHOMHON
oBonouKol C fpasy 0BKO#M & © OpHOM CTOPONE!
By HPLC ] BIWX
The retention time of the metformin® peak inthe
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{Average mass $12ing £ 8%)
JAOKHbB COOTBETCTBOBATE TpeboBaHnAaM Eap, dapm.
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Not more than 20 minutes / T
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475 - 525 mg [ tablet (95.0% - 405.0%) /

475,0 - 525.0 wr / 780N (95.0% - 105.0%)
2.38 - 2.62 mg / tablet (35.0%
2 38 - 2,62 mr { 1a6n. (95.0% - 10
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Merck Sante s.a.5.
Production Centar Semoy
2 rue du pressoir va
45400 Semoy | France
+33 (0)2 38 61 84 24;

Certificate of Analysis No. 000120420/ Cepruduxar Ananuaa Ne 000120420

Name of the Product; / GLUCOVANCE ®, filn-coated tahiets §00 mg / 2.5 mg Ne30 (15x2) in blisters /

Haumexosanue Npogykra: TTIOKOBAHC ®, TaBneTky, noKpbIThIe NNEHOYHOH oGonoyKoi, no 500 mMr/ 2,5 Mr
N230 (15x2) B Brivcrepax

Article Code: § FR21M87 Manufacturing Date: / 18.06.2019

Homep NMpopykra: Aara npoussoncrea:

Batch Number: / Y2285

Homep Cepu

Bulk Batch Number: Y2285 Explry Date: ! Cpox ropHocTu: 05,2022

Howmep Cepum Npoaykra in bulk:

Procedure; / SE-L 20016 VP Batch size (in boxes): / 38 520

Mpouenypa: Paswep Cepuu (s ynakoskax):

Specification: / Cneuudmrams: 1M87-SEICLIENT Version: / Bepcus: 6002

The tests, such as “Determination of impurities: Related substances of metformin hydrochloride
(Cyanoguanidine (dleyandiamide), other single impurity, total of Impurities); Relatad substances of
glibenciamide (Sulphonamide, other single impurity, total of impurlties); Microbial purity; Dissolution
{profite) Metformin hydrochloride; Dissolution (profils} Glibenclamide {(Blume method)” are conducied on a

PoacTBeHHsIe fipuMecH MeTdhOopM1HA ruppoXnopuaa (LuaHoryanumin (auumManavamug), niobas BOYras equesuiHas
NpvMecs, cyMma npunMecei), PoacTeexHbie npuMecu rnnbeHinamuaa (CynuthoHammg, niobas Apyras epuHnuHag
nNpumecs, cymma npumacei); MukpoBuonoriueckas wcToTa; Pacteoperue (npoduns) MeTgopmua riapoxnopup;
Pacreopenve (npothunn) MuGerknamup, (Blume method)», nposogsTcs no MeToAy BeIOPONHOTO KOHTPONA Ha
OAHOR CepUM Pa3 B roAY NN NOATBEPKABHUA KAUECTAR FOTOBOO NpoaykTa. ViebiTaHus TaKkKe NPOBOAATCR B CRyYae
IREANOXBHIA, KaKkuX MO0 CYLECTBEHHbIX HIMEHEHM) B NPOM3BORCTREHHAM Npouesce. Mcriiranne He pytvHHOe u
MOMET OTCYTCTROBETL B CepTUdMKETE KauecTsa npoayKkra.

Decision: / ACCEPTED /
Petuenue: OLOBPEHO

Person authorizing the hatch release: /
Jlnuo, paspewalowee Bbiyck cepum:
Name: /
damunus;
Date: /
Dara:
Position: /
BomkHocTs:
Signature: /

MNoanvc: QUALIFIED PERSON

In lhe_lzvent of any discrapancios or doubt betweon English and Russian language versions, the English langiiage version shall
prevai

B cnyqae nioGuix packosaenmi uny COMHEHUN MEXAY BEPCUAMM HA aHFTIVECKOM 1 PYCCKOM A3BIKaX NPEUMYIUBCTAEHHYIO CUny UMeeT Bepcus
Ha aHIMWHCKOM sebike,




PACRGK
Merck Sante 5.8.5:
production Cénter Semoy
2 rue du pressolr ve
45400 Semoy | France
+33 (D)2 38 61 84 24

Batch Release Certificate / CepTnduat BuinyLuenHoii Cepuit
Certificate of GMP Compliance { Ceptuchuxat COOTBETCTBUA GMP

Name of the Product: / GLUCOVANCE ®, film-coated tablats 500 Mg 1 2.5 mg Ne30 (15x%2) In blisters {

HanmeHoBaR1S TipoaykTa: I‘ﬂtOKOBAHC@, TaGneTEM, NOKPLITEIS nnexoHHo# oBonouKon, No 500 mr/ 2,5 Mr
Ne30 (15x2) B grmerepax

Finished Gode: i 4.95287.0019 Manufacturing Date: ! 18.06.2018

Homep KoreHroro NpoayKkTa: Data NpOUIBOACTEA.

Batch Numbser: / Y2285 End of packaging date: [ 31.08.2019

Homep Cepwnt Jata 3aBEPLIBHVA yNaKoBKky:

Bulk Code: f 1MB87 Expiry Date: 1 Cpox rofHocT!: 05.2022

Homep Npoaykta in bulk:

Bulk Batch Number:/ Y2285 Batch size (in boxes): / 38 520

Homep Cepvn TipoaykTa in hulk: Paamep Cepui {8 ynaxoaxax):

importing Country: ] Crpana Wunoptep: Ukraine/ YipauHa

One tablet contains metformin hydrochloride 800 mg, glibenclamlde 25mgl

Opma Tabnetka CORBPRUT meThopmmHa FUApoXnoprA 500 Mr, rnnbeHkNamuaa 2.5 MF
Fiim-coated tablets son mg [ 2.5 mgd I

strength [ Potency: f
Cuna AencTBURA } AKTVBROCTD.
Dosage Form: |

JexkapcTBeHHan bopMa: TabneTay, NOKPLITLIE NNEHOUHOM GBONOUKON, 1O 500 mr! 2,5 M
Package Size and Type: ! 15 tablets in blister; 2 blisters in carton box /

Tun » Pagvep Ynakopka: 15 TabneTox B HnucTeps: 2 dnucrepa B KEPTOHHOM xopobre
Marketing Authorization Number; [

Homep ParncTpaumonHoOro CaupeTenseTea UA! 6300/01/01

Name, Address and Authorization Number of Merck Sante, France

Manufacturer, which is Responsible for Batch 2 yus du Pressolr Vert, 45400 Semoy, France

Release: ! No, M 1414721

Haumeroparve, Apec 1 Homep Nuyexaui Mepe, CaHTe, @parima

MpoM3BOANTENR, KOTOpBIT BEINYCKaET cepwo B 2 pio Ao fipeccyap Bep, 45400 Cemya, (GpaHuUma
obpaueHue. Me M 14/472

Country of Origin:/ CTpaHa—npowsaox.\uTenb: France / $pantns

Certification Statement: | 3anenenne 0 CepTuduralgan.
i hereby ceﬂify that the above information i authentic and accurata, This batch of product has been
manufactured, inctuding packaging ! labeling and quality control at the above mentioned site (s} in full compliance
with the GMP raquirements of the local Regulatory Authotity and with the specifications in the Marketln

Authorization 9f the Importing country or product specification file for Investigational Medicinal Products. Thg
batch processing, packaging and analysls records were reviewed and found to be in compliance with GMP. { |
DTvM NOATEEPKASMO, HTO BbilleykasaHHan wrcopmaumnn ARNACTCH ;\ocmsepuoi’l W TOWHOM. [laHian cepwd npomee.a.eﬂé
BKMIOYEN YNakosky /| MapkupoBky U KOHTpOMb KauecTsa, Ha YKA3GHHOM BEILIS y4acTke 8 NOMHOM COOTBETCTBHA

TpebopaHnAMA GMP noxan ; :
T wnopTepa bHEIX KOHTRONUPYIOLKX Oprauos, 3 TakKKe ¢0 cneuddUEaLMAMA PlerveTpalHoHHOTC Nocee
pTepa wnu Jocve wuceriefyaMoro NEKapCTBEHHOO cpencrsa. MpoToKone nNponIsoACcTea ynaxkosku |1
SHANU3A GEINU NEPECMOTPHBI Y YCTaHOBSBHO cooroeTcreue GMP. '
Person authorizing the batch release:
I'quo, paspewaioiee BLINYCK CEPUL
ame: i it
wammm{m- Site: { Semoyl '
Dater 1 Mnowagxa: Ceuya/* L
Hara : # .
Pasition: /
J0MKHOCTD:
Signature: |
Moanuce:
In the event of any discrepancies or d e
oubt betwaen English an i ions, e Engli
pravall. | cnysae moBbix ko WM oot Még»my an gc:‘;:::‘:'a‘ Iaa;'g‘:;g; ;a;s:;v;s, {he English language version shall

UMeeT Bepcna Ha GHIIWACKOM ASLIKE

CKOM AIBIKAX NPEUMYLIBCTBEHHYIO C

y




AEPKABHA CIIYAKEBA 3 JIIKAPCHKHAX 3ACOBIB TA KOHTPOJIIO 3A

21.11

 AEPRIIKCIIYKEA |

HAPKOTHKAMH Y KHIBCHKTI OBJIACTI

npocnexr Banepix JloGanoserkoro, 51, M. Kuis, 031 10, Ten/haxe: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Kox CHPTIOY 37078774

BHCHOBOK
Npo AKicTHL BBE3eNoro B Ykpainy Jikapesroro 3acoly

I'IIOKOBAHC®

2019 Ne 12475/19/10

R

TaluIeTIcE, BKPHTI IIIBKOBOIO ofosonKkoo, 10 500 mr/2,5 Mr, no 15 Tabreror y Gaicrepi; o

(HAMMOITYBAHHA MKAPCLKOTO 3100y AFARO 3 peecrpauiimg ToobuteHHsAM)

fuicTepu B Raprounii KopoOui

2

Homep

Cepisn i

Bupo6yuk Mepk Canre, Opanmis

Beesen

Hporoxon alsyamsroro xourposue nin 01.11.2019 N 4125/1.

3a pesynsraramu ACPXABHOTO KOHTPOMIO BCTRHOBNCHO, IO nikaposrult 3aci6  wsmescro B Vrpaluy
JAOTPHMANHAM 3uMOT 38K0HOANCTEE O 3a6e3neqe s SKOCTE THKApCHXHY 38C0GIR,

(hopma Burycxy, A0O3YBAHNS, BHY NUKYRAHHA JXAPesKOra nacndy)

peectpanittioro mocsinuens UA/5390/01/01 erpox aii peecTpanifinoro mocsimuenua 26.08.2021

ikapenkoro 3acoby Ne Y2285 Kinsxicts neeacsoro nixaperkoro sacoby 38520

(naliveHyBanHY BupOSHIKE AIKAPCEKOTO JacoGy, KPATHA NOXOIDKEHHT)

b B Yipaiuy Tonapucrso 3 06Mexenoso BianoBiAALRICTIO "ACIHO YKPATHA"
inenr, xom: 42274733

3

ocalit - ninnpuemus, i Micte npoxRBaHKY Ta peectpanditnuit romep nBnixonol keprxw mnarms
nonatiin a6o cepis Ta nomep nacnopra)

Z?;;:Béﬁ O ?@% : 'c‘ ix 3acobiB
a kojf e Niciy [i Keincsxili Sy6apesa H. B,
oGnag'Th é*

(n&;

(natimenynanns Ta kog 38 €APITOY 1oprmaHol ocobu a6o npiasnie, iM%, 1o GarsKkos] chiamg(o:

(intriams v npissaie)
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